Dallas District Office

Dallas, Texas 75204

4040 North Centratl

Suite 300

favaale

Sy,

" H .0 T 5T g CVV
TE G =20 25 C -] 2
w052 0L R0 0 w © &2
R <208 & a__23
= I ond [44] c Nl o BN (H) M
D5 EQ 08EDS FTozo
L5 e SSE8P 25T 5
-8 8 L 2B E
6506 g0 g 2qea
- 5 .\n.ul e E & M_w W = ™
26 S o TeQ0O® P
xEQ 2 QL= ot e " 2¢
- N W0 = - 7 - =
Pg88 SEcaf [ sLE
R ] S22 =B& o
Vi 0 Q H TKEe L S
=300 3 B8O L-E @ 5 ._.m.
M O U 203 £ v
SSEs 085828 582
8% 5 ©BuE2ge a”g=
=£93 2282 L3S
>+ OB -V =
o2 ® EEC6NlE JBET
e ogk CO8undleg 208
CEXe SO EQE EFFD
CE oL cEeE0Y o ==
il = R s 0 = 0,
. e Y N +2 L2 ==l oo O 00
o BLES PV E/E xNEL T
a o B3 8= Eg CE §E ® £ £
T > S.EET £oPTHs £555L
[y D o 220 E8CLUIE BTN Fm
(7] QS & T ® PN TSyl 0o [ ©
w e -« E DO ~E8% o E29°Y
2 BE 9 BT 6 VEEZOT 0P ®O 5g
A BG E» 5088 L52G Y = D2
w wo FN 02H§ 8 ~GO82 ¥ oL
(14 D p- M~ > = R T - Do @ —
(o @ @ =B L=Lpcyd ® OCEx
- R 055 ¢ SBPEFONE v 88
L g8=ax §5%¢n B45Ted EGNLES
L ) = "-mn - sm 4 " e ] == - Q |
0 £88-F . BTl Qo grbET w, P02
qW A0IGy w 038 Le Guob-—nu Oo82g=
| (Y N OB O Q&P QODEES 9 OF
" WeSTt X 0 Ly o £ 0O w38 = .
() W08 > £ -5 08O EwE SgEQC
ol o2833% A& =nNce% BVHE5RE 2Z2FELS

- = = e~ C o< SEYSEES R @ =
e [ . »> o p 0 D ! c
Z 09EE:¢ , , ©SE2G



Page 2 — Mr. Ronald E. Dykes, President
September 27, 2001

2. Failure to establish and maintain procedures for implementing corrective
and preventive action [21 CFR 820.100]. For example, your firm has not
developed written procedures describing how quality data sources are
identified and evaluated for corrective and preventive actions [FDA-483

Item 8].

3. Failure to establish and maintain complaint handling procedures [21 CFR
820.198] and MDR procedures [21 CFR 803.17], [FDA-483 ltems 1 and
7].

4. Failure to establish and maintain requirements, including quality

requirements, that must be met by suppliers and contractors [21 CFR
820.50]. For example, your firm:

(a) has not developed procedures describing how suppliers are
evaluated for quality acceptance requirements [FDA-483 ltem 2(a)]
and,

(b) has not developed contract agreements with suppliers and
contractors regarding notification of changes in components,
products, and services [FDA-483 ltem 2(c)].

5. Failure to establish and maintain procedures to control all documents [21
CFR 820.40). For example, there are no procedures designating an
individual(s) to review documents for adequacy and approve them prior to
their use [FDA-483 Item 5].

We have received your response letter with attachments, dated September 4,
2001, and received by our office on September 17, 2001, responding to our list of
inspectional observations (FDA-483) issued to you at the completion of the
inspection. You promised GMP corrections in stages between August 30 and
November 30, 2001. Based on the documents submitted thus far, your response
is incomplete in fully addressing the underlying issues that may have contributed
to the GMP deficiencies. Our reasons are indicated as follows:

FDA-483 Items 1 and 7 (Complaint handling and MDR procedures):

Your response is inadequate. You have not provided training records
showing employees are adequately trained on the procedures.
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The complaint form does not contain data fields for documenting root cause
analyses for device failures, corrective actions taken and results of corrective
actions, and essential investigation requirements as required by 21 CFR
820.198(e) (e.g., whether the device was being used for treatment or
diagnosis; and the relationship of the device to the reported medical device
reporting incident).

The complaint handling procedure and form refer to the medical device
reporting procedure (SOP 1002) which is inadequate. For example, the
medical device reporting procedure does not (a) establish and describe how
each complaint is evaluated against MDR reporting criteria for reporting under
the MDR regulation; and (b) specify record keeping requirements as required
by 21 CFR 803.18 (MDR Event Files).

FDA-483 Item 2 (Purchasing Controls):

Your response is incomplete. Procedures have not been submitted for our
review.

FDA-483 Item 4 (Management Control):

Your response is inadequate. You promised to implement QA audit
procedures by October 31, 2001. However, you have not fully addressed
other requirements of 21 CFR 820.20, as cited by the observation (i.e., quality
policy, quality plan, resources, management representative, and management
review).

FDA-483 item 5 (Document Controls):

Your response is incomplete. Procedures have not been submitted for our
review.

FDA-483 item 8 (CAPA):

Your response is inadequate. Your CAPA Protocol (SOP 10003) does not
fully incorporate all requirements of 21 CFR 820.100 (a)(1) through (a)(7) and
(b). In SOP 10003, you indicate that if a product is found to have a
nonconformance rate of over @B for a specific complaint code over the past
Wl eu®, product will be investigated for root cause of non-conformance.
Other than complaint records, you have not identified other quality sources for
trend analysis.
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You have also not provided past non-conformance data or a rationale to show
if @ is an acceptable non-conformance rate of product complaints. In our
view, your action for not conducting a root cause analysis when the non-
conformance rate is equal to or less than W8 may not provide adequate
detection of quality problems in relation to health risk analysis for each type of
product complaint.

Your devices are also misbranded within the meaning of Section 502(t)(2) of the
Act in that a report of correction or removal was not submitted to FDA as required
by Section 519(f)(1) of the Act. The Correction and Removal Regulation (21
CFR 806), promulgated under Section 519(f)(1), requires manufacturers and
importers to promptly report to FDA, within 10 working days, any correction or
removal of a device to reduce a risk to health.

Our inspection revealed that on or about June 14, 2000, your firm notified a
number of physicians for product retrieval because you were immediately
concerned with the sterility of the ophthalmic knives. _Your subsequent
investigation with the contract manufacturer revealed that} P sterilization
produces a reaction between the cap and the neck of the blade which creates a
deposit of contamination on the blade (discoloration which looks like rust). Your
firm's action to retrieve the product, based on your initial health assessment,
meets the definition of a “removal” as defined in 21 CFR 806.2(i) and 21 CFR
806.10(a)(1), which requires manufacturers and importers to promptly report to
FDA any correction or removal of a device if the correction or removal was
initiated to reduce a risk to health. You did not report the product removal until
the issue was raised by our investigator.

This letter is not intended to be an all-inclusive list of deficiencies at your facility.
It is your responsibility to ensure adherence to each requirement of the Act and
regulations. The specific violations noted in this letter and in the FDA-483 issued
at the close of the inspection may be symptomatic of serious underlying
problems in your firm's manufacturing and quality assurance systems.

You are responsible for investigating and determining the causes of the violations
identified by the FDA. If the causes are determined to be systems problems, you
must promptly initiate permanent corrective actions.
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Until these violations are corrected, and FDA has documentation to establish that
such corrections have been made, federal agencies will be advised of the
issuance of this Warning Letter so that they may take this information into
account when considering the award of contracts. .

You should take prompt action to correct these violations. Failure to promptly
correct these violations may result in regulatory action being initiated by the Food
and Drug Administration without further notice. These actions include, but are
not limited to, seizure, injunction, and/or civil penalties.

Please provide this office in writing within 15 working days of receipt of this letter
a report of the specific steps you have taken or will take to identify and correct
any underlying systems problems necessary to assure that similar violations will
not recur. [If corrective action cannot be completed within 15 working days, state
the reason for the delay and the time frame within which the corrections will be
completed. Your reply should be directed to Thao Ta, Compliance Office, at the
above letterhead address.

Sincerely,
()~
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